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Revised 05/04/06

WAIVED TESTS and CPT CODES

(Original List from HCFA March 1997)

TEST NAME MANUFACTURER APPROVED CPT

Specific Test System CODE(S)

ALANINE AMINOTRANSFERASE (ALT)

o Arkray SPOTCHEM EZ Chemistry Analyzer Arkray, Inc. 84460QW
Alanine Aminotransferase (ALT)

e Cholestech LDX Alanine Aminotransferase Cholestech Corporation 84460QW
(ALT)

e Piccolo Point Of Care Chemistry Analyzer Abaxis, Inc. 84460QW
(Lipid Panel Reagent Disc) ALT

ASPARTATE AMINOTRANSFERASE (AST)

e Cholestech LDX Aspartate Aminotransferase Cholestech Corporation 84450QW
(AST)

e Piccolo Point Of Care Chemistry Analyzer Abaxis, Inc. 84450QW
(Lipid Panel Reagent Disc) AST

B-TYPE NATRIURETIC PEPTIDE (BNP)

e Biosite Triage Meter (whole blood) B-Type Biosite Incorporated Pending
Natriuretic Peptide (BNP)

BLADDER TUMOR ASSOCIATED ANTIGEN

e BTA stat Test (for home use) Bion Diagnostic Sciences 86294QW

e  Maritech BladderCheck Maritech, Inc. 86294QW

CATALASE

e  Uriscreen (for OTC use), urine Diatech Diagnostics 81007QW

CHOLESTEROL

e Accu-Check InstantPlus Cholesterol Test Roche/Boehringer Mannheim 82465QW
System

e Accucheck Instant Plus dual Testing System Roche Diagnostics 82465QW

e Advanced Care Cholesterol Measuring System Johnson & Johnson 82465QW

e Biomedix Inc Q Steps Biometer G/C Dual Biomedix, Inc. 82465QW
Monitoring System

e ChemTrak AccuMeter Cholesterol Test System | ChemTrak 82465QW

e Cholestech LDX (Must have software version Cholestech 82465QW
1.40 or above)

e ENA.C.T. Total Cholesterol & PDU ActiMed Laboratories, Inc 82465QW

e Lifestream Plus Cholesterol Monitor Lifestream Technologies 82465QW

o Lifestream Technologies Cholesterol Monitor Lifestream Technologies 82465QW

e Lifestream Technologies Personal Cholesterol Lifestream Technologies, Inc. 82465QW
Monitor for cholesterol

e  Piccolo Point of Care Chemistry Analyzer Piccolo 82465QW
(Lipid Panel Reagent Disc)

e Polyner Technology Systems Bioscanner, Polymer Technology Systems, Inc | 82465QW
Bioscanner Plus, and Bioscanner 2000 PTS
(Cholesterol)

e  Polymer Technology Systems MTM BioScanner | Polymer Technology Systems, Inc | 82465QW
1000

e Polymer Technology Cardiochek and Polymer Technology Systems, Inc | 82465QW

Cardiochek PA (Cholesterol)
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WAIVED TESTS and CPT CODES  (continued)

TEST NAME MANUFACTURER APPROVED CPT
Specific Test System CODE(S)
CREATININE
e Bayer Clinitek 50 Urine Chemistry Analyzer Bayer 82570QW

(see also under Urinalysis)
e Bayer Diagnostics MICROABLUSTIX Reagent | Bayer 82570QW

Strips
e Bayer MultiStix PRO 10LS, PRO 11 and PRO Bayer 82570QW

7G Reagent Strips (urine dipstick and urine
creatinine nonautomated)

DRUGS OF ABUSE
e Acon iCassette Multi-Drug, Multi-Line Screen Acon Laboratories, Inc. 80101QW
Test Device

Amphetamines
Cannabinoids (THC)
Cocaine Metabolites
Methamphetamines
Opiates
Phencyclidine

e Acon Multi-Drug, Multi-Line Screen Test Card | Acon Laboratories, Inc. 80101QW
with Integrated Cup (professional use)
Amphetamines
Cannabinoids (THC)
Cocaine Metabolites
Methamphetamines
Mythylenedioxymethamphetamine (MDMA)
Opiates
Phencyclidine

e Acon On Call Multi Drug Home Test/Test Cup | Acon Laboratories, Inc. 80101QW
Amphetamines
Cannabinoids (THC)
Cocaine Metabolites
Methamphetamines
Opiates
Phencyclidine

e Acon One Step Multi-Drug, Multi-Line Screen | Acon Laboratories, Inc. 80101QW
Test Device (professional use)
Amphetamines
Cannabinoids (THC)
Cocaine Metabolites
Methamphetamines
Opiates
Phencyclidine

e Acon Redi-Test Cassette Multi-Drug, Multi- Acon Laboratories, Inc. 80101QW
Line Screen Test Device
Amphetamines
Cannabinoids (THC)
Cocaine Metabolites
Methamphetamines
Opiates
Phencyclidine
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TEST NAME MANUFACTURER APPROVED CPT
Specific Test System CODE(S)
DRUGS OF ABUSE (continued)
e Accu-Stat Drugs of Abuse Home Test Accu-Stat Diagnostics, Inc. 80101QW
Amphetamines
Cannabinoids (THC)
Cocaine Metabolites
Methamphetamines
Opiates
Phencyclidine
e  Accu-Stat Home Drug Test Accu-Stat Diagnostics, Inc.
Cocaine 80101QW
Marijuana 80101QW
Marijuana and Cocaine 80101QW
Marijuana, cocaine, amphetamine, 80101QW
methamphetamine, opiates, phencyclidine
Marijuana, cocaine, amphetamine, 80101QW
methamphetamine, opiates, ectasy,
phencyclidine
e  Accutest Multi-Drug, Multi Line Screen Test Acon Laboratories, Inc. 80101QW
Device
Amphetamines
Cannabinoids (THC)
Cocaine Metabolites
Methamphetamines
Opiates
Phencyclidine
e Advantage Diagnostics Corporation: Advantage Diagnostics
ADC Multiple Drug Test Card (opiates, Corporation 80101QW
methamphetamines, cocaine metabolites, 80101QW
cannabinoids, phencyclidine) 80101QW
CLIA Waived Marijuana (THC) Test 80101QW
CLIA Waived Marijuana and Cocaine Test
CLIA Waived Multiple Drug Test Card (opiates,
methamphetamines, cocaine metabolites, 80101QW
cannabinoids, phencyclidine)
Marijuana (THC) and Cocaine Home Drug Test 80101QW
Marijuana (THC) and Cocaine Home Drug Test
Combo Plate
Marijuana (THC) and Cocaine Metabolites Test 80101QW
Multiple Drugs of Abuse (MOA) (opiates,
methamphetamines, cocaine metabolites, THC, PCP)
THC Test
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TEST NAME
Specific Test System

MANUFACTURER

APPROVED CPT
CODE(S)

DRUGS OF ABUSE (continued)
e Alatex Scientific Peace of Mind
Marijuana Home Drug Test
Marijuana & Cocaine Home Drug Test (OTC)
Multiple Drugs of Abuse Test
e Applied Biotech Drug Free @Home:
THC (OTC)
Cocaine Test (OTC)

e Biotechnostix Rapid Response Multi-Drug,
Multi-Line Screen Test Card with Integrated
Cup (amphetamines, cocaine metabolites,
cannabinoids, methamphetamines, MDMA,
opiates, phencyclidine)

e Biotechnostix Rapid Response One Step Multi-
Drug, Multi-Line Screen Test Device
(amphetamines, cocaine metabolites,
cannabinoids, methamphetamines, opiates,
phencyclidine)

e Branan Medical Corporation Fastect Il Drug
Screen Dipstick Test (Amphetamines,
Barbiturates, Benzodiazepines, Cannabinoids
(THC), Cocaine Metabolites, Methadone,
Methamphetamines,
Methylenedioxymethamphetamine (MDMA),
Opiates, Oxycodone, Pencyclidine (PCP),
Tricyclic Antidepressants [1-26-05]

e Branan Medical Corporation ToxCup Drug
Screen Cup (amphetamines, bartiburates,
benzodiazepines, cannabinoids, cocaine
methbolites, methadone, methamphetamines,
MDMA, opiates, oxycodone, phencyclidine)

e  First Check 12 Drug Cup Test
(amphetamines, bartiburates, benzodiazepines,
cannabinoids, cocaine metabolites, methadone,
methamphetamines, MDMA, opiates,
oxycodone, phencycliding, tricyclic
antidepressants)

e  First Check Multi Drug Cup (amphetamines,
THC, Cocaine metabolites, MDMA,
methamphetamines, opiates, PCP)

e  First Check Multi Drug Cup 12 (OTC)
(amphetamines, bartiburates, benzodiazepines,
cannabinoids, cocaine methbolites, methadone,
methamphetamines, MDMA, opiates,
oxycodone, phencycliding, tricyclic
antidepressants)

Advantage Diagnostics Corp
Alatex Scientific
Advantage Diagnostics Corp

Applied Biotech, Inc
Applied Biotech, Inc
Acon Laboratories, Inc.

Acon Laboratories, Inc.

Branan Medical Corporation

Branan Medical Corporation

First Check Diagnostics, LLC

Worldwide Medical, LLC

First Check Diagnostics, LLC

80101QW
80101QW
80101QW

80101QW
80101QW
80101QW

80101QW

80101QW

80101QW

80101QW

80101QW

80101QW
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WAIVED TESTS and CPT CODES  (continued)

TEST NAME MANUFACTURER APPROVED
Specific Test System CPT CODE(S)
DRUGS OF ABUSE (continued)
e Forefront Diagnostics:
DrugFree Home THC and COC Test Kit Forefront Diagnostics, Inc 80101QW
Instacheck Drug Screen THC Applied Biotech, Inc. 80101QW
Instacheck Multi-Drug Screen Panel (THC/COC) Forefront Diagnostics, Inc 80101QW
e LifeSign Home Drug Tests:
Marijuana, Cocaine Metabolites Princeton Biomeditech Corp 80101QW
Marijuana, Opiates, Cocaine Metabolites, and Princeton Biomeditech Corp 80101QW
Methamphetamines
Statics Stik (THC, OP, COC, Estacy, Met) Princeton Biomeditech Corp 80101QW
e  Phamatech At Home Drug Test Model: Phamatech
9063/9063T (Amphetamine) 80101QW
9064 (amphetamines) 80101QW
9068/9068T (Methamphetamines) 80101QW
9069 (methamphetamines) 80101QW
9073/9073T (Cocaine Metabolites) 80101QW
9074 (cocaine metabolites) 80101QW
9078/9078T (Cannabinoids (THC)) 80101QW
9079 (cannabinoids) 80101QW
9083/9083T (Opiates) 80101QW
9084 (opiates) 80101QW
9133/9133T (Phencyclidine (PCP)) 80101QW
9150/9150T (Cannabinoids, Opiates, Cocaine 80101QW
Metabolites, Methamphetamine, Amphetamine)
9150X (Metamphetamines/amphetamines, 80101QW
amphetamines, cocaine metabolites, opiates, THC)
9175 (Methamphetamines, Cannabinoids (THC) and 80101QW
Opiates)
9170 Cocaine Metaholites & Cannabinoids (THC) 80101QW
e Phamatech QuickScreen At Home Drug Test Phamatech
Model:
9171 (Methamphetamines and Opiates) 80101QW
9150 (Amphetamines, Cocaine Metabolites, 80101QW
Methamphetamines, Opiates, Phencyclidine (PCP)
and Cannabinoids (THC))
e  Phamatech QuickScreen One Step Phamatech, Inc.
Methamphetamine Test 80101QW
Amphetamine Test 80101QW
Cocaine Screening Test 80101QW
Opiate Screening Test 80101QW
PCP Screening Test 80101QW
e Phamatech QuickScreen Pro Multi Drug Screening | Phamatech, Inc 80101QW
Test (Model 9177/ and 9178) Methamphetamine,
cannabinoids (THC), PCP, amphetamine, cocaine
and opiates




** Bold = new entry/information

Revised

05/04/06

WAIVED TESTS and CPT CODES  (continued)

TEST NAME
Specific Test System

MANUFACTURER

APPROVED
CPT CODE(S)

DRUGS OF ABUSE (continued)

Phamatech QuickScreen Model 9177X
(amphetamines, cocaine metabolites, opiates,
phencyclidine (PCP), cannabinoids (THC)
Phamatech Quickscreen Model 9178X
(amphetamines, cocaine metabolites, opiates,
methamphetamines, cannabinoids (THC)

Princeton Biomeditech

Accusign Stik THC

Accusign THC

Accustik THC

Accustrip THC

Lifesign Home Drug Test Marijuana

Status DS THC

Status Stik THC

RediScreen Multi-Drug, Multi-Line Screen Test
Device

Amphetamines

Cannabinoids (THC)

Cocaine Metabolites

Methamphetamines

Opiates

Phencyclidine

Worldwide Medical Coportation First Check Home
Drug Test (amphetamines)

Worldwide Medical Corporation, First Check Home
Drug Test Panel 3 (THC-COC-Met)

Worldwide Medical Corporation, First Check Home
Drug Test (THC-COC)

Worldwide Medical Corporation, First Check Home
Drug Test (THC)

Phamatech, Inc

Phamatech, Inc

Princeton Biomeditech

Acon Laboratories, Inc.

Worldwide Medical Corporation
Worldwide Medical Corporation
Worldwide Medical Corporation

Worldwide Medical Corporation

80101QW

80101QW

80101QW

80101QW

80101QW
80101QW
80101QW

80101QW




** Bold = new entry/information

WAIVED TESTS and CPT CODES
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(continued)

TEST NAME MANUFACTURER APPROVED
Specific Test System CPT CODE(S)
DRUGS OF ABUSE (continued)
e  Worldwide Medical Corporation, First Check Home | Worldwide Medical Corporation 80101QW
Drug Test Panel 4 (THC-COC-OPI-MET)
e  Worldwide Medical First Check Multi Drug Cup 7 | Worldwide Medical Corporation 80101QW
OTC
Amphetamines
Cannabinoids (THC)
Cocaine Metabolites
Methamphetamines
Methylenedioxymethamphetamine (MDMA)
Opiates
Phencyclidine
ERYTHROCYTE SEDIMENTATION RATE Various 85651
(ESR) (nonautomated)
ESTERONE-3-GLUCURONIDE
e  Unipath Limited Clearplan Easy Fertility Monitor Unipath, Inc. 82679QW
ETHANOL
e A150 Saliva Alcohol Test STC Technologies merged with 82055QW
New name: OraSure Technologies Q.E.D. A-150 Epitope, Inc. to form new company | contact
Saliva Alcohol Test called OraSure Technologies Medicare carrier
e A350 Saliva Alcohol Test STC Technologies merged with 82055QW
New name: OraSure Technologies Q.E.D. A-350 Epitope, Inc. to form new company | contact

Saliva Alcohol Test

called OraSure Technologies

Medicare carrier

FERN TEST (Saliva for Ovulation)

e  Luna Fertility Indicator

e 02 Unlimited Donna Ovulation Tester

e  Stesans Maybe?Mom Mini Ovulation Microscope
e TCI Ovulation Tester

Luna

02 Unlimited
Maybe? M.O.M., Inc.
TCI New York

Pending
87210QW
87210QW
Pending
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TEST NAME MANUFACTURER APPROVED CPT

Specific Test System CODE(S)

FOLLICLE STIMULATING HORMONE (FSH)

e  Acon Laboratories FSH Menopause Predictor Test | Acon Laboratories, Inc. 83001QW

e  Acon Laboratories FSH One Step Menopause Test | Acon Laboratories, Inc. 83001QW
Strip/Device

e Applied Biotech Menopause Predictor Test (FSH) | Applied Biotech, Inc. 83001QW

e Applied Biotech Instacheck FSH Test Applied Biotech, Inc. 83001QW
(Professional)

e Applied Biotech RU25 Plus FSH Menopause Test | Applied Biotech, Inc. 83001QW

e Biotechnostix Rapid Response FSH One Step Acon Laboratories, Inc. 83001QW
Menopause Test Device

e Genosis Fertell Female Fertility Test (FSH) Genosis, Inc. 83001QW

e  Genua Menopause Monitor Test), Qualitative Genua 1944, Inc. 83001QW

e IND Diagnostic, Inc. One Step FSH Menopausal IND Diagnostic, Inc. 83001QW
Test (midstream)

e IND Diagnostic, Inc. One Step Strip Style FSH IND Diagnostic, Inc. 83001QW
Menopausal Test (professional use)

e IND Diagnostic, Inc. One Step FSH Menopausal IND Diagnostic, Inc. 83001QW
Test (Strip/Cassette)

e IND Diagnostic, Inc. One Step Cassette Style FSH | IND Diagnostic, Inc. 83001QW
Menopausal Test (professional use)

e Pan Probe Biotech EarlyDetect Menopause Test Early Detect, Inc. 83001QW
FSH

e  Phamatech Moments Menopause Check (FSH) Phamatech 83001QW

e RAC Medical Clarity FSH One Step Menopause Acon Laboratories, Inc. 83001QW
Test Device (professional use)

e Synova Healthcare Menocheck Menopause Applied Biotech, Inc. 83001QW
Indicator Test/Menocheckpro (professional use)

FRUCTOSAMINE

e LNX Fructosamine Test System LXN Cororation 82985QW

e LXN Duet Glucose Monitoring System (for LXN Corporation 82985QW
fructosamine and glucose [see below]

e LXN IN CHARGE Diabetes Control System LXN Corporation 82985QW
(glucose monitoring device [see below] &
fructosamine)
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TEST NAME MANUFACTURER APPROVED CPT
Specific Test System CODE(S)
GLUCOSE
o Blood glucose by glucose monitoring devices Various 82962
cleared by the FDA specifically for home use
e Accuchek Instant Plus dual Testing System Roche Diagnostics 82962
o Arkray SPOTCHEM EZ Chemistry Analyzer Arkray, Inc. 82947QW
(whole blood) (Glucose)
e Biomedix Inc Q Steps Biometer G/C Dual Biomedix, Inc. 82962
Monitoring System
e Cholestech LDX (Must have software version 1.40 | Cholestech 82947QW
or above)
. Post glucose dose 82950QW
«GTT 3 spec 82951QW
.GTT ea additional sample >3 samples 82952QW ea
e Cygnus Inc. GlucoWatch Automatic Glucose Cygnus, Inc Pending
Biographer
e HemoCue B-Glucose Photometer HemoCue 82947QW
. Post glucose dose 82950QW
«GTT 3 spec 82951QW
.GTT ea additional sample >3 samples 82952QW ea
e HemoCue Glucose 201 Microcuvettes and Glucose | HemoCue 82947QW
201 Analyzer/201DM
. Post glucose dose 82950QW
«GTT 3 spec 82951QW
.GTT ea additional sample >3 samples 82952QW ea
e LXN Duet Glucose Monitoring System (for LXN Corporation 82962
fructosamine [see above] and glucose)
e LXN IN CHARGE Diabetes Control System LXN Corporation 82962
(glucose monitoring device & fructosamine [see
above])
e Piccolo Point Of Care Chemistry Analyzer (Lipid Abaxis, Inc. 82947QW
Panel Reagent Disc) Glucose
e Polymer Technology Systems Cardiochek PA Polymer Technology Systems, | Pending
Analyzer PTS (prescription use) Inc.
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WAIVED TESTS and CPT CODES  (continued)

TEST NAME MANUFACTURER APPROVED CPT

Specific Test System CODE(S)

GLYCOSYLATED HGB

e Axis-Shield Afinion AS100 Analyzer (HbA1C) Axis-Shield Pos As 83036QW

e Bayer DCA 2000 for glycosylated (HgbA1C) Bayer Diagnostics Division & 83036QW

Ames

e Bayer DCA 2000+ for glycosylated Hgb (HgbA1C) | Bayer 83036QW

e Bio-Rad Micromat Il Hemoglobin A1C Prescription | Bio-Rad 83036QW
Home Use

e  Bristol-Myers Squibb, Co. Choice DM Bristol-Myers Squibb, Co 83036QW

e Cholestech GDX A1C Test (Prescription Home Cholestech Corporation 83036QW
Use) (hemoglobin A1C)[7-1-02]

e Metrika DRx HbA1C for glycated hemoglobin Metrika, Inc. 83036QW

e  Metrika InView Multi-Test A1C Monitor Metrika, Inc. 83036QW

e Metrika Alc Now (Glycated hemoglobin, total) Metrika, Inc. 83036QW

e Provalis Diagnostics Glycosal HbAlc Provalis Diagnostics Ltd. 83036QW

e Provalis Diagnostics G5 Glycosal | HbAlc Provalis Diagnostics Ltd. 83036QW

e Provalis Diagnostics G5 Glycosal Il HbAlc Provalis Diagnostics Ltd. 83036QW

e  Provalis Diagnostics In2it In-Office Analyzer (II) Provalis Diagnostics Ltd 83036QW
A1C prescription home use test system

HDL CHOLESTEROL

e Cholestech LDX (Must have software version 1.40 | Cholestech 83718QW
or above)

e Piccolo Point of Care Chemistry Analyzer (Lipid Piccolo 83718QW
Panel Reagent Disc)

e Polymer Technology Systems BioScanner Plus and | Polymer Technology Systems, | 83718QW
Bioscanner 2000 for HDL Cholesterol Inc.

e  Polymer Technology Systems Cardiochek and Polymer Technology Systems, | 83718QW

Cardiochek PA Analyzer for HDL Cholesterol

Inc.
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TEST NAME MANUFACTURER APPROVED

Specific Test System CPT CODE(S)

HELICOBACTER PYLORI

e  Abbott FlexPack HP Test for whole blood Abbott Laboratories 86318QW

e  Abbott Signify H. pylori (whole blood) Abbott Laboratories 86318QW

e Abbott TestPack Plus H. pylori (for whole blood) Abbott Laboratories 86318QW

e Acon Helicobacter pylori Rapid Test Device (WB) | Acon Laboratories 86318QW

e Alfa Scientific Designs Instant View H. pylori Alfa Scientific Designs, Inc. 86318QW
(WB)

e Applied Biotech SureStep H. pylori WB test (WB) | Applied Biotech 86318QW

e Ballard Medical Products (Delta West) CLOtest for | Ballard Medical Products 87077QW
H. pylori in gastric biopsy tissue

e Beckman Coulter Primary Care Diagnostics Beckman Coulter, Inc. 86318QW
Flexsure H. pylori (whole blood)

e Becton Dickinson LINK 2 H. pylori Rapid Test (for | Becton Dickinson 86318QW
whole blood) Same as Boehringer Mannheim
AccuStat H. pylori OneStep

e Cardinal Health SP Brand Rapid Test H. pylori (wB) | Applied Biotech, Inc. 86318QW

e ChemTrak AccuMeter H. pylori test for whole bld ChemTrak 86318QW

e De Healthcare Products Truview H. pylori Test Applied Biotech, Inc. 86318QW
(WB)

e Germaine Laboratories AimStep H. pylori (WB) Acon Laboratories, Inc. 86318QW

e Gl Supply Div. Chek-Med Systems HP One (H. Gl Supply Div. Chek-Med 87077QW
pylori in gastric biopsy tissue) Systems

e Gl Supply HP-FAST for H. pylori in gastric biopsy | Mycoscience Labs, Inc. 87077QW
tissue

e Henry Schein OneStep+ H. pylori (whole blood) Applied Biotech, Inc. 86318QW

o Instant Technologies iScreen H. pylori Rapid Test Acon Laboratories, Inc 86318QW
Device

e JANT Parmacal Corp. H. pylori WB Test Applied Biotech, Inc. 86318QW

e LifeSign H. pylori WB (for whole blood) Princeton BioMeditech Corp 86318QW

o LifeSign Status H. pylori (for WB) Princeton BioMeditech 86318QW

e Medical Instruments Corporation Pronto Dry H. Medical Instruments 87077QW
pylori (gastric biopsy tissue) Corporation

e Meridian Bioscience ImmunoCard STAT! H.pylori | Meridian Bioscience 86318QW
(WB)

e Polymedco, Inc. Poly stat H. pylori (WB) Applied Biotech, Inc. 86318QW

e PreMaxim RadiScreen H. pylori (WB) Acon Laboratories, Inc 86318QW

e Princeton BioMeditech BioSign H.pylori WB Princeton BioMeditech Corp 86318QW

e Quidel QuickVue H. pylori gll Test (WB) Quidel 86318QW

e Quidel QuickVue One-Step H. pylori test for (WB) | Quidel 86318QW

e Quidel QuickVue One-Step H. pylori I test for Quidel 86318QW
whole blood

e Remel RIM A.R.C. H. pylori Test (WB) Remel 86318QW

continued on next page
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TEST NAME MANUFACTURER APPROVED

Specific Test System CPT CODE(S)

HELICOBACTER PYLORI (continued)

¢ Roche Diagnostics AccuStat H. pylori OneStep Roche Diagnostics 86318QW
(WB)

e Serim Pyloritek Test Kit for Helicobacter pylori in | Serim 87077QW
gastric biopsy tissue

e  Serim Pyloritek VP Test Kit (H.pylori) (WB) Serim Research Corporation 87077QW

e SmithKline FlexSure HP test for IgG antibodies to | SmithKline Diagnostics, Inc. 86318QW
H. pylori in whole blood

e  Trinity Uni-Gold H. pylori (whole blood) Trinity BioTech, PLC 86318QW

e Wampole Laboratories Clearview H. pylori Il (WB) | Applied Biotech, Inc. 86318QW

HEMATOCRIT

e Microhematocrit (spun) Various 85013

e Micro Diagnostics Spuncrit DRC-40 Infrared Micro Diagnostics Spuncrit 85014QW

Analyzer

o Wampole STAT-CRIT Wampole 85014QW

HEMOGLOBIN

e Biosafe Laboratory’s Anemiapro Self Screener Biosafe Laboratory 85018QW

e Biotest Hemoglobin Measuring System Biotest 85018QW

e  Copper-sulfate (non-automated) Various 83026

e EKF Diagnostic EKF Diagnostic Hemo_Contol EKF Diagnostic GMBH Pending
Measurement and Hemo_Control Microcuvettes

e Hemocue Donor Hemoglobin Checker System Hemocue 85018QW

e Hemocue Hemoglobin System HemoCue 85018QW

e Hemocue Hemoglobin 201+/Hemocue Hemoglobin | Hemocue 85018QW
Microcuvette System

e Hemocue HB 201 DM Analyzing System Hemocue 85018QW

e GDS Diagnostics HemoSite Meter for Hgb GDS Diagnostics 85018QW

e GDS Technology STAT-Site M Hgb Test System GDS Technology 85018QW
(hemoglobin)

e |ITC HGB PRO Professional Hemoglobin Testing ITC 85018QW
System

e Stanbio Hemoglobin Analyzer Stanbio 85018QW

e  Stanbio HemoPoint H2 Hemoglobin Measurement | Stanbio 85018QW
System

HIV

e Oraquick Advance Rapid HIV-1/2 Antibody Test OraSure Technologies, Inc 86703QW
(oral fluid, fingerstick & venipuncture WB)

e Oraquick Rapid HIV-1 Antibody Test (HIV-1 OraSure Technologies, Inc 86701QW
antibodies) (fingerstick & venipuncture WB)

e  Trinity Biotech Uni-Gold Recombigen HIV Test Trinity Biotech Manufacturing Pending

(fingerstick and venipuncture whole blood)

Limited
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TEST NAME MANUFACTURER APPROVED

Specific Test System CPT CODE(S)

INFLUENZA

e Binax NOW Flu A Test (Influenza A) Binax, Inc. 87804QW

e Binax NOW Flu B Test (Influenza B) Binax, Inc. 87804QW

e Binax NOW Influenza A&B Test (NP/nasal wash) | Binax, Inc. 87804QW

e  Quidel QuickVue Influenza Test [Influenza A/B] Quidel Corporation 87804QW

e Quidel QuickVue Influenza A+B Test Quidel Corporation 87804QW

e SA Scientific SAS Influenza A SA Scientific, Inc. 87804QW

e SA Scientific SAS Influenza B SA Scientific, Inc. 87804QW

o  ZymeTX Zstatflu Test (Influenza A/B) ZymeTX, Inc. 87449QW

KETONES (Blood)

e  Abbott Laboratories, Medisense Precision Xtra Abbott Laboratories 82010QW
Advanced Diabetes Management System [ketone]

e  Polymer Technology Systems Polymer Technology Systems, 82010QW
BioScanner/BioScaner PTS for Blood Ketones Inc.

LACTIC ACID

e KDK Corporation Lactate Pro System for OTC Use | KDK Corporation 83605QW
(Lactic Acid)

LDL Cholesterol

e Polymer Technology Systems Polymer Technology System 83721QW
Cardiochek/Cardiochek PA Analyzer

LIPID PROFILE (Cholesterol, HDL Cholesterol and

Triglycerides)

e Cholestech LDX (Must have software version 1.40 | Cholestech 80061QW
or above)

e Piccolo Point of Care Chemistry Analyzer (Lipid Piccolo 80061QW
Panel Reagent Disc)

e  Polymer Technology Systems Bioscanner Plus Polymer Technology Systems, 80061QW
(PTS Panels Lipid Panel Test Strips) Inc

e  Polymer Technology Systems Cardiocheck and Polymer Technology Systems, 80061QW
Cardiochek PA Analyzers (PTS Panels Lipid Panel | Inc
Test Strips)

LITHIUM

e  Akers Laboratory Inc InstaRead Lithium System Akers Laboratories, Inc. Pending
(fingerstick or venipuncture whole blood)

e RelialLAB, Inc. InstaRead Lithium Susten Akers Laboratories, Inc. Pending
(fingerstick or venipuncture whole blood)

LUTENIZING HORMONE (LH) (see ovulation tests)

e Chembio Sure Check Ovulation Predictor Chembio Diagnostic Systems, Inc 83002QwW

e Invernexx Medical Early Ovulation Predictor Stix Selfcare, Inc. 83002QW

e Unipath Limited Clearplan Easy Fertility Monitor Unipath, LTD 83002QW

LYME DESEASE

e Wampole PreVue B. burgdorferi Antibody for Wampole 86618QW
Lyme Disease Antibodies
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MICROALBUMIN

e  Micral Chemstrip Roche/Boehringer Mannheim 83518QW

o Bayer Clinitek 50 Chemistry Analyzer (see also Bayer 82044QW
under Urinalysis)

e Bayer Diagnostics MICROALBUSTIX Reagent Bayer 82044QW
Strips

e Beckman Coulter ICON Microalb Beckman Coulter 83518QW

e Diagnostic Chemicals ImmunoDip Urinary Diagnostic Chemicals 83518QW
Albumin Test [8-29-02]

e Diagnostic Chemicals Urinary Albumin Screen Diagnostic Chemicals Limited 83518QW
Urine Dipstick (microalbumin) (USA)

MONONUCLEOSIS

e Acon Mono Rapid Test Strip/Device (whole blood) | Acon Laboratories, Inc. 86308QW

e Applied Biotech One Step+ Mono Test Applied Biotech, Inc 86308QW

e Applied Biotech SureStep Mono Test (whole blood) | Applied Biotech, Inc 86308QW

e  Applied Biotech Truview Mono Test Applied Biotech, Inc 86308QW

e BioStar Acceava Mono Test (whole blood) BioStar, Inc. 86308QW

e Cardinal SP Brand rapid Test Mono Applied Biotech, Inc. 86308QW

e  Clearview Mono-Plus Il Applied Biotech, Inc. 86308QW

e  Genzyme Contrast Mono (whole blood) Genzyme Diagnostics 86308QW

e  Genzyme OSOM Mono Test Genzyme Diagnostics 86308QW

e  Genzyme Rapid Mono (whole blood) Genzyme Diagnostics 86308QW

e  Genzyme Sure-Vue Signature MONO Test (WB) Wyntek Diagnostics, Inc. 86308QW

e Henry Schein One Step+ Mono Test (whole blood) | Applied Biotech, Inc. 86308QW

e Instant Technologies iScreen Mononucleosis Rapid | Acon Laboratories, Inc 86308QW
Test Strip and Device

e Jant Accutest Infectious Mononucleosis (whole Jant Pharmacal Corporation 86308QW
blood)

e LifeSign UniStep Mono Test (whole blood) LifeSign 86308QW

e McKesson Medi-Lab Performance Infection Applied Biotech, Inc. 86308QW
Mononucleosis Test

e Meridian ImmunCard STAT Mono (for whole Applied Biotech, Inc. 86308QW
blood)

e  Polymedco, Inc. Poly stat Mono for Infectious Applied Biotech, Inc. 86308QW
Mononucleosis [whole blood]

e  Princeton BioMeditech BioSign Mono WB Princeton BioMeditech 86308QW

e Quidel CARDS 0.S. Mono (for whole blood) Quidel 86308QW

e  Quidel QuickVue+ Infectious Mononucleosis Quidel 86308QW
(whole blood)

¢ RAC Medical Clarity MONO Rapid Test (WB) Acon Laboratories, Inc. 86308QW

¢ Rapid Response Mono Rapid Test Device (WB) Acon Laboratories, Inc. 86308QW

e Remel RIM A.R.C. Mono Test Applied Biotech, Inc. 86308QW

e  Seradyn Color Q Mono Seradyn 86308QW

e Signify Mono Test Applied Biotech, Inc. 86308QW

o Wampole Mono-Plus WB Wampole 86308QW

e Wyntek Diagnostics OSOM Mono test (whole bld) | Wyntek Diagnostics 86308QW

e Wyntek Diagnostics Signify Mono Test (whole bld) | Wyntek Diagnostics 86308QW
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NICOTINE (or its metabolites)

e DynaGen NicCheck 1 Test Strips DynaGen, Inc 80101 QW contact
Medicare carrier

OCCULT BLOOD

e Fecal Occult Blood Various 82270 (needs

diagnosis code)
G0107 (screening

series of 3)
Immunoassay tests:
82274QW
G0328QW
(screening series 1-3)
e  Aerscher Hemaprompt/FG (gastric occult blood) Aerscher Diagnostics 82273QW
e Beckman Coulter Primary Care Diagnostics Beckman Coulter, Inc. 82273QW
Gastroccult/Hemoccult Sensa Elite (gastric occult
blood)
e QuickVue iFOB Test (Immunochem fecal occult bld) Alpha Scientific Designs, Inc. Pending
e  SmithKline Gastroccult SmithKline 82273QW
OSTEOPOROSIS
e  Ostex International Osteomark NTX Point-of-care Ostex International, Inc. 82523QW
prescription home use (collagen type I crosslink, N-
Telopeptides (NTX)
OVULATION TESTS
e Visual color comparison tests for human luteinizing | Various 84830
hormone
PH
e All qualitative color comparison pH testing body Various 83986QW
fluids (other than blood)
e Common Sense Ltd. VI-SENSE Acidity Test Common Sense, LTD. 83986QW
(vaginal pH)
e Femtek Phem-Alert (vaginal pH) Femtek, LLC 83986QW
e Litmus Concepts FemExam Test Card (vaginal pH Litmus Concepts, Inc. 82120QW amines
and amines) 83986QW pH
e  Quidel QuickVue Advance pH and Amines Test Quidel Corporation 82120QW amines
83986QW pH
PLATELET AGGREGATION
e Accumetrics Verify Now Aspirin Assay Accumetrics, Inc Pending
PREGNANCY TEST (URINE)
e Visual Color Comparison tests Various 81025
o Bayer Clinitek 50 Chemistry Analyzer (see also Bayer 84703QW

under Urinalysis)
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PROTIME

e AvoSure PT System (prescription home use) Avocet Medical, Inc. 85610QW

e AvoSure PTPRO (Professional Use) Avocet Medical, Inc. 85610QW

e Hemosense INRATIO System Hemosense, Inc. 85610QW

e International Technidyne Protime International Technidyne Corp | 85610QW
Microcoagulation System

e International Technidyne Protime International Technidyne Corp | 85610QW
Microcoagulation System ProTime 3 Cuvette

e Lifescan Harmony INR Monitoring System Lifescan 85610QW
(Prescription Home Use and Professional Use)
(reports INR only)

e Lifescan Rubicom Prothrombin Time Lifescan, Inc. 85610QW
Monitoring System

e Roche Diagnostics CoaguChek-PST for Roche Diagnostics 85610QW
prothrombin time

¢ Roche Diagnostics CoaguChek and Roche Diagnostics 85610QW
CoaguChek S System, PT-S Test Strips
(prothrombin time)

RSV (Respiratory Syncytial Virus)

e Binax NOW RSV Test (RSV antigen, Binax, Inc. 87807QW
qualitative)

e  Fisher Scientific Sure-Vue RSV Test SA Scientific, Inc. 87807QW

e Integrated Biotechnology Quick Lab RSV Test | Integrated Biotechnology, 87807QW
(direct antigen, qualitative) Corp

e  Meridian Bioscience Immunocard Stat! RSV Meridian Bioscience, Inc. 87807QW
Plus

¢ Remel Xpect RSV SA Scientific, Inc. 87807QW

e  SA Scientific SAS RSV Alert SA Scientific, Inc. 87807QW

e SA Scientific SAS RSV Test SA Scientific, Inc. 87807QW

e Wampole Laboratories Clearview Integrated Biotechnology Corp | 87807QW

SEMEN

e Embryotech Laboratories FertiMARQ Home Embryotech Laboratories, Inc. | 89300QW
Diagnostic Screening Test for Male Infertility

e Fertility Solutions Semen Analysis Qualitative | Fertility Solutions 89300QW
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STREP ANTIGEN TEST

e  Abbott Signify Strep A Test Wyntek 87880QW

e Acon Strep A Rapid Strip Test Acon 87880QW

e Acon Strep A Twist Rapid Test Acon 87880QW

e Applied Biotech SureStep Strep A (11) Applied Biotech, Inc 87880QW

e Applied Biotech SureStep Strep A Exact Applied Biotech, Inc 87880QW

e Beckman Coulter ICON FX Strep A Test Binax 87880QW
(formerly SmithKline)

e Beckman Coulter Primary Care Diagnostics Acon Laboratories 87880QW
ICON DS Strep A Test

e Beckman Coulter Primary Care Diagnostics Acon Laboratories 87880QW
ICON SC Strep A Test

e Beckman Coulter Primary Care Diagnostics Beckman Coulter, Inc. 87880QW
ICON FX Strep A Immunochemical Strep A
Antigen Test

e Becton Dickinson LINK 2 Strep A Rapid Test | Becton Dickinson 87880QW

e Binax NOW Strep A Test Binax 87880QW

e BioStar Acceava Strep A Test BioStar 87880QW

e Biotechnostix Rapid Response Strep A Rapid | Acon Laboratories 87880QW
Test Devise/Strip

e Cardinal Health SP Brand Rapid Test Strep A | Applied Biotech, Inc. 87880QW
Dipstick / Rapid Test Strep A Cassette

e Clearview Strep A Exact Dipstick Applied Biotech, Inc. 87880QW

e DE Healthcare Products, TruView Strep A DE Healthcare Products 87880QW
Test / Strep A Cassette

e  Fisher HealthCare Sure-Vue Strep A (direct Applied Biotech, Inc. 87880QW
from throat)

e  Genzyme Contrast Strep A Genzyme Diagnostics 87880QW

e Genzyme OSOM Ultra Strep A Test (25 test Genzyme Diagnostics 87880QW
Kit size)

e Germaine Laboratories StrepAim Rapid ACON Laboratories, Inc. 87880QW
Dipstick Test (Strep Group A)

e  Germaine Laboratories Strep AIM Tower ACON Laboratories, Inc. 87880QW

e Henry Schein Inc, One Step+ Strep A Test/ Henry Schein, Inc 87880QW
One Step+ Strep A Dipstick Test

e |CON DS Strep A Test ACON Laboratories, Inc. 87880QW

e Immunostics Detector Strep A Direct ACON Laboratories, Inc. 87880QW

e Immunostics Immuno/StrepA Detector ACON Laboratories, Inc. 87880QW

e Instant Technologies Istrep One Step Strep A ACON Laboratories, Inc. 87880QW
Test

e Jant Pharmacal AccuStrip Strep A (I1) Jant Pharmacal 87880QW

e Jant Pharmacal Clinipak Strep A Rapid Test Jant Pharmacal 87880QW
Strip

e Laboratory Supply Company (LSC) PEP Strep | Acon Laboratories Co 87880QW
A Cassette / PEP Strep A Dipstick Test

e LifeSign LLC Status Strep A Princeton BioMediTech Corp | 87880QW

continued on next page
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STREP ANTIGEN TEST, continued
e Mainline Confirms Strep A Dots Test Mainline Technology, Inc 87880QW
e McKesson Medi-Lab Performance Strep A Test | Applied Biotech, Inc. 87880QW
Dipstick/Cassette
e McKesson Strep A Test Dipstick/Cassette Applied Biotech, Inc. 87880QW
e  Meridian Diag. ImmunoCard STAT Strep A Meridian Diagnostics 87880QW
e  PEP Performance Enhanced Products Strep A Acon Laboratories 87880QW
Cassette Test / Strep A Dipstick
e Permaxin Rediscreen Strep A Rapid Test Acon Laboratories 87880QW
e Polymedco, Inc. Poly Stat A (1) for Group A Applied Biotech, Inc. 87880QW
Strep [direct from throat swab]
e Polymedco Poly Stat Strep A Liquid Test Polymedco 87880QW
e Princeton BioMediTech BioStrep A Test Princeton BioMediTech Corp | 87880QW
e  Princeton Biomeditech Status First Strep A Princeton BioMediTech Corp | 87880QW
e  Quidel QuickVue Dipstick Strep A Quidel 87880QW
e Quidel QuickVue In-Line Strep A Quidel 87880QW
e Quidel QuickVue In-Line One-Step Strep A Quidel 87880QW
e RAC Medical Clarity Strep A Twist Rapid Acon laboratories, Co 87880QW
Strep Test Device/Strip
e Remel RIM A.R.C. Strep A Test (direct from Applied Biotech, Inc. 87880QW
throat swab)
e SA Scientific SAS Strep A (direct from throat | SA Scientific, Inc. 87880QW
swab)
e  Sacks Medical Refuah Strep A Rapid Test Acon Laboratories 87880QW
o Signify Strep A Dipstick Applied Biotech, Inc. 87880QW
e SmithKline ICON Fx Strep A Test (from throat | Binax 87880QW
swab only)
e Stanbio Laboratory E-Z Well Strep A Rapid Acon Laboratories Co 87880QW
Device Test
e  Stanbio Qustick Strep A Acon Laboratories Co 87880QW
e  Wyntek Diagnostics OSOM Strep A Test Wyntek Diagnostics, Co 87880QW
e Wyntek Diagnostics OSOM Ultra Strep A Test | Wyntek Diagnostics, Co 87880QW
TRICHOMONAS
e  Genzyme Osom Trichomonas Rapid Test Genzyme Corp 87899QW
TRIGLYCERIDES
e Cholestech LDX (Must have software version | Cholestech 84478QW
1.40 or above)
e  Piccolo Point of Care Chemistry Analyzer Piccolo 84478QW
(Lipid Panel Reagent Disc)
. Polymer Technology Systems, Inc, Polymer Technology Systems, | 84478QW
BioScanner, Bioscanner Plus, and Bioscanner | Inc.
2000
. Polymer Technology Systems, Inc. Polymer Technology Systems, | 84478QW
Cardiochek and Cardiochek PA Inc.
TSH
e  ThyroTest Whole Blood TSH Test ThyroTec, Inc. 84443QW
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URINALYSIS
e Dipstick or tablet reagent urinalysis (nonautomated) | Various 81002
- bilirubin - ketone - protein - urobilinogen
- blood - leukocytes - pH -ascorbic acid
- glucose - nitrite -spgr
o Bayer Clinitek 50 Urine Chemistry Analyzer Bayer 81003QW
- bilirubin - ketone - protein - urobilinogen
- blood - leukocytes - pH -HCG
- glucose - nitrite -spgr -creatinine
- microalbumin
e Bayer Clinitek Status Urine Chemistry Analyzer Bayer Healthcare, LLC 81003QW
- bilirubin - ketone - protein - urobilinogen
- blood - leukocytes - pH - glucose
- nitrite -spgr -creatinine
e Biosys Laboratories Optima Urine Analyzer Biosys Laboratories 81003QW
- bilirubin - ketone - protein - urobilinogen
- blood - leukocytes - pH
- glucose - nitrite -spgr
e Biosys Laboratories Optima Il Urine Analyzer Biosys Laboratories 81003QW
- bilirubin - ketone - protein - urobilinogen
- blood - leukocytes - pH
- glucose - nitrite -spgr
e  Chemstrip Mini UA Roche/Boehringer Mannheim 81003QW
- bilirubin - ketone - protein - urobilinogen
- blood - leukocytes - pH
- glucose - nitrite -spgr
e Hypoguard Diascreen 50 Urine Chemistry Analyzer | Hypoguard 81003QW
e Physician Sales Service PSS Select Urine Analyzer | Physician Sales and Services, 81003QW
Inc
- bilirubin - ketone - protein - urobilinogen
- blood - leukocytes - pH
- glucose - nitrite -spgr
e Roche Diagnostics Urisys 1100 Urine Analyzer Roche Diagnostics Corp 81003QW
e Roche Diagnostics Chemstrip 101 Urine Analyzer Roche/Boehringer Mannheim 81003QW
- bilirubin - ketone - protein - urobilinogen
- blood - leukocytes - pH
- glucose - nitrite -spgr
e Teco Diagnostics URITEK TC-101 Urine Strip Teco Diagnostics 81003QW
Reader [urine qualitative dipstick chemistries]
e ThermoBiostar PocketChem UA ARKRAY 81003QW




